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REMARKS 

Claims 1-48 are pending in the present application. Claims 2-7, 12-13, 15-16, 20-29 and 
31-37 have been withdrawn, Claims 1, 9, 38, 39, 40, 42, 44, 45, and 47 have been amended, and 
claims 49-66 have been added, leaving Claims 1,8-11, 14, 17-19, 30, and 38-66 for 
consideration upon entry of the present Amendment. 

The Specification has been amended to correct inadvertent typographical errors. 

No new matter has been introduced by the amendments to the specification or the claims, 
which are described in further detail below. 

Reconsideration and allowance of the claims is respectfully requested in view of the 
above amendments and the following remarks. 

Claim Rejections Under 35 U.S.C. § 1 12, Second Paragraph 

Claims 38, 42, 43, 47, and 48 stand rejected under 35 U.S.C. § 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In particular, the Examiner states that "a material or a 
device", as presently claimed, is indefinite in view of how "implant" is defined in the 
specification. Applicants have accordingly amended claims 38, 42, and 47 to specify a "device". 
The term "implant" in the independent claims accordingly refers to "any material or device 
which is invasively inserted within the body of a vertebrate, e.g., bird, reptile, amphibian, or 
mammal" as set forth in the specification (page 5, lines 20-21), and dependent claims 38, 42, and 
47 are limited to devices. Applicants therefore respectfully request withdrawal of the rejections 
of claims 38, 42, 43, 47, and 48 under 35 U.S.C. § 1 12, second paragraph. 

Claim Objections 

Claims 9, 40, and 45 stand objected to, and the Examiner suggests changing the term 
"comprises" to "further comprises". Applicants appreciate the Examiner's careful review of the 
claims, and have amended these claims to clarify that it is the polymer of the bioactive polymer 
layer that is a hydrogel. Antecedent basis for these amendments is found at least at page 8, lines 
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5-18. Applicants therefore respectfully request withdrawal of the objections to claims 9, 40, and 
45. 

Claim 46 stands objected to because "the bioactive controlled release polymer layer" 
lacks antecedent basis. Claim 44 has accordingly been amended to provide antecedent basis. In 
light of this amendment, Applicants respectfully request withdrawal of the objection to claim 46. 

Claim Rejections Under 35 U.S.C. § 102(b) 

Claims 1, 17-19, 30, 38, 39, 42-44, 47, and 48 stand rejected under 35 U.S.C. § 102(b), as 
allegedly anticipated by US 5,609,629 to Fearnot ("Fearnot"). Applicants respectfully traverse 
this rejection. 

Independent claims 1, 39, and 44 have each been amended to specify that the bioactive 
polymer layer is crosslinked; that a polyacid is present within the bioactive polymer layer; and 
that controlled release microspheres are present within the bioactive polymer layer. Antecedent 
basis for these amendments can be found in the claims as originally filed, and in the specification 
at page 8, lines 20-21 ("crosslinked" bioactive polymer layer); page 10, lines 3-8 ("crosslinked" 
bioactive polymer layer); and page 39, lines 3-14 ("polyacids"). 

Fearnot does not anticipate independent claims 1 , 39, or 44 as amended, because Fearnot 
fails to disclose or suggest at least a polyacid within the bioactive polymer layer. As described at 
page 38, line 30 to page 39, line 14, the incorporation of a polyacid into the bioactive polymer 
layer can alter the release rate of the tissue response modifier from microspheres within the 
bioactive polymer layer. Through the use of different polyacids it is therefore possible to tune 
drug release to achieve a desired release rate. Applicants therefore respectfully request 
withdrawal of the rejection of claims 1, 17-19, 30, 38, 39, 42-44, 47, and 48 under 35 U.S.C. § 
102(b). 

Claim Rejections Under 35 U.S.C. $ 103(a) 

Claims 1, 17-19, 30, 38, 39, 42-44, 47 and 48 stand rejected under 35 U.S.C. § 103(a) as 
allegedly unpatentable over Fearnot in view of US 6,187,038 to Sullivan ("Sullivan"). Claims 8- 
11, 14, 40, 41, 45 and 46 further stand rejected under 35 U.S.C. 103(a) as allegedly unpatentable 
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over Fearnot in view of Sullivan, further in view of US 5,801,033 to Hubbell ("Hubbell"). 
Applicants respectfully traverse these rejections. 

As stated above, Fearnot fails to disclose use of a polyacid within the claimed bioactive 
polymer layer. This claim limitation is also not found in Sullivan or Hubbell, and none of the 
cited references suggest this feature. As described in Example 18, the presence of a polyacid can 
modify the release rate of a drug. There is no teaching or suggestion in any of the cited 
references of this advantageous feature. 

As none of the cited art discloses or suggests use of a polyacid within the bioactive 
polymer layer, not all elements of the present claims are disclosed by the cited references, and a 
skilled artisan would not have been motivated to use a polyacid within the bioactive polymer 
layer. Thus, the independent claims 1, 39, and 44 and their dependent claims 17-19, 30, 38, 42- 
43, 47, and 48 are not obvious over Fearnot in view of Sullivan, and further in view of Hubbell. 
Applicants therefore respectfully request withdrawal of the rejection of claims 1,8-11, 14, 17-19, 
30, 38, 39, and 40-48 48 under 35 U.S.C. § 103(a). 

New Claims 49-66 

New claims 49-66 have been added to further claim the present invention. Claims 49-52 
depend from independent claim 1, claims 53-59 depend from independent claim 39, and claims 
60-66 depend from independent claim 44. The new claims further define the bioactive polymer 
layer and the polyacid of the respective independent claims. Antecedent basis for these 
amendments can be found as follows: 

Claims 49, 50, 53, and 60 find support in at least page 39, lines 8-14 ("polyacids"). 

Claim 51 finds support in at least page 13, line 29 - page 14 line 4 ("polyvinyl alcohol") 
and page 39, lines 8-16 ("humic acid" and "polyvinyl alcohol"). 

Claims 52, 54, 55, 61, and 62 find support in at least page 16, lines 13-17 ("poly(lactic 
acid), poly(glycolic acid), poly(lactic-glycolic acid), or combinations comprising at least one of 
the foregoing"). 

Claims 56 and 63 find support in at least page 18, lines 12-19 ("pre-degraded 
microspheres") and page 16, lines 13-17 ("microspheres comprising poly(lactic acid), 
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poly(glycolic acid), poly(lactic-glycolic acid), or combinations comprising at least one of the 
foregoing"). 

Claims 57, 58, 64, and 65 find support in at least page 18, lines 23-27 ("a mixture of 
untreated and pre-degraded microspheres") and page 16, lines 13-17 ("microspheres comprising 
poly(lactic acid), poly(glycolic acid), poly(lactic-glycolic acid), or combinations comprising at 
least one of the foregoing"). 

Claims 59, and 66 find support in at least page 18, lines 20-22 ("PEG-treated 
microspheres"). 

Since each of the newly added claims depends from an allowable independent claim, it is 
believed that claims 49-66 are also patentable. 

It is believed that the foregoing amendments and remarks fully comply with the Office 
Action and that the claims herein should now be allowable to Applicants. Accordingly, 
reconsideration and allowance is requested. 

If there are any additional charges with respect to this Amendment or otherwise, please 
charge them to Deposit Account No. 06-1 130. 



Respectfully submitted, 




Leah M. Reimer 
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